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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 10/30/2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-23 is/are pending in the application. 

4a) Of the above claim(s) 1-16 and 23 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 17-22 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group XV in the reply filed on 
10/30/2008 is acknowledged. Claims 1-16 and 23 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Applicant timely 
traversed the restriction (election) requirement in the reply filed on 10/30/2008. 
The traversal is on the ground(s) that there would be no serious search burden 
for the examiner and that the compounds and their use form a single invention 
concept. This is not found persuasive because the inventions were shown to 
lack a single inventive concept in the previous restriction requirement 

The requirement is still deemed proper and is therefore made FINAL. 

This application contains claims drawn to an invention nonelected with 
traverse in the reply filed on 10/30/2008. A complete reply to this action must 
include cancellation of nonelected claims or other appropriate action (37 
CFR 1 .144) See MPEP § 821 .01 . 
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An action on the merits of claims 17-22 is presented herein. 

Priority 

This application receives the priority date of 9/14/2004, drawn to 
provisional application 60/610,038. 

Information Disclosure Statement 
The foreign and NPL documents cited on the IDS have not been 
considered since they were not provided by applicant. 

Specification 

The abstract of the disclosure is objected to because the cross-reference 
to related applications is incorrect. The instant application is not a continuation- 
in-part of application 09/996,069. The instant application is a national stage entry 
of PCT/US05/32821 and claims priority to provisional application 60/610038. 
Correction is required. See MPEP § 608.01(b). 

Claim Objections 

Claims 17-22 are objected to because of the following informalities: The 
use of the abbreviations "MUC1 , MGFR, MT1 -MMP, and MMP-1 4". The full 
name and not the abbreviations should be used within the claims. Appropriate 
correction is required. 
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Claim Rejections - 35 USC §112 (2 nd Paragraph) 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 17-22 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 
In the instant claim 20, applicant recites the limitation "wherein the metal- 
dependent protein is an enzyme that cleaves MUC1". 
There is insufficient antecedent basis for this limitation in the claim. Claims 21 
and 22 depend on claim 20 and are therefore rejected. 

Claim 17 recite the limitation "treating the patient with a compound 
comprising a MGFR binding region and metal chelator group". The limitation 
"metal chelator group" is not described in the specification and it is not clear what 
functionalities are encompassed by this limitation. Therefore, the metes and 
bounds of the claim are not defined. Claims 18-22 depend on claim 17 and are 
rejected for indefiniteness. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 17-22 are rejected under 35 U.S.C. 102(b) as being anticipated over 
Bamdad etal. (US 2003/01 30293-mentioned by applicant in IDS). 

Bamdad discloses a method for treating cancer characterized by aberrant 
expression of MUC1 using a variety of compounds that contain a quinazoline 
core (see abstract). The compounds interact with the MUC1 Growth Factor 
Receptor (MGFR), thus it must possess a MGFR binding region (see [0108]). 
Take for example the compound (see page 17, line 14), the "chelator group" may 
be the tertiary amine and the carbonyl group on any of the amide moieties 
present on the molecule that would serve to bind to metals such as zinc, 
magnesium or nickel. One of ordinary skill realizes that nitrogen and oxygen may 
act as Lewis bases and are readily capable of performing such tasks. 

Also, since the compounds possess a MGFR binding region and a metal 
chelator group, it must inherently be capable of inhibiting a metal-dependent 
protein/enzyme (e.g., kinesins, matrix metalloproteases such as MT1-MMP or 
MMP-14) that cleave MUC1 (see [0127]). 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 
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Claims 17-22 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for the treatment of MUC1 -positive 
cancers such as breast, lung, colon, and prostate; reasonably does not provide 
enablement for the treatment of the any other cancers that applicant is claiming. 
The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention 
commensurate in scope with these claims. Applicant is not enabled for the 
prevention of any of the diseases covered by the scope as well. 

Pursuant to In re Wands, 858 F.2d 731,737, 8 USPQ2d 1400, 1404 (Fed. 
Cir. 1988), one considers the following factors to determine whether undue 
experimentation is required: (A) The breadth of the claims; (B) The nature of the 
invention; (C) The state of the prior art; (D) The level of one of ordinary skill; (E) 
The level of predictability in the art; (F) The amount of direction provided by the 
inventor; (G) The existence of working examples; and (H) The quantity of 
experimentation needed to make or use the invention based on the content of the 
disclosure. Some experimentation is not fatal; the issue is whether the amount of 
experimentation is "undue"; see In re Vaeck, 20 USPQ2d 1438, 1444. Analysis is 
described below: 

(A) Breadth of claims: Due to applicant's own definition of the word "cancer" in 
the specification: 
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...etc., the scope of the claims is very large. 

(B) The nature of the invention: Compounds for the treatment of cancer that are 
characterized by the MUC1 receptor. 

(C) State of the Prior Art: Currently in the art, there are few quinazolinone 
compounds that can inhibit MUC1 as evident by the references on applicant's 
IDS. 

(D) Skill of those in the art: The level of skill in the art is high. 

The treatment of cancers has always been difficult since an effective 
dosage is not easy to establish. Even with the advanced training, a skilled 
oncologist would have to carry out extensive research to determine which of the 
claimed compounds is effective and safe. Such a task would require a 
tremendous amount of time, resource and effort. 

(E) Level of predictability in the art: It is well established that "the scope of 
enablement varies inversely with the degree of unpredictability of the factors 
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involved," and physiological activity is generally considered to be an 
unpredictable factor. See In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 
(CCPA 1970). 

(F) Direction or Guidance: The specification only describes assays involving 
breast, lung, colon, and prostate cancer using compounds (quinazolines) 
described in the specification. Thus, there is insufficient enablement to guide the 
skilled clinician to the treatment of other various forms of cancer characterized by 
MUC1 . 

(G) Working Examples: The working examples provided by applicant in the 
specification are very limited. 

(H) The quantity of experimentation needed: Since there are very limited working 
examples as described above, the amount of experimentation is expected to be 
high and burdensome. 

Due to the level of unpredictability in the art, the very limited guidance 
provided, and the lack of working examples, the applicant has shown lack of 
enablement. MPEP 21 64.01 (a) states, "A conclusion of lack of enablement 
means that, based on the evidence regarding each of the above factors, the 
specification, at the time the application was filed, would not have taught one 
skilled in the art how to make and/or use the full scope of the claimed invention 
without undue experimentation. In re Wright, 999 F.2d 1557, 1562, 27 USPQ2d 
1510, 1513 (Fed. Cir. 1993)." That conclusion is clearly justified here. 
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Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to BRIAN MCDOWELL whose telephone 
number is (571)270-5755. The examiner can normally be reached on Monday- 
Thursday 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Mr. James O. Wilson can be reached 571-272-0661 . The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
BM 

/James O. Wilson/ 

Supervisory Patent Examiner, Art Unit 1624 



